


DEPARTMENT OF CONSUMER AFFAIRS 
 

REGULATORY REQUEST QUESTIONNAIRE 
 

 
Instructions for completing this questionnaire 
 
• Responses to this questionnaire should be typed and dated.  Each question should be 

answered within a single main document, which is limited to 50 pages.  Supporting evidence 
for your responses may be included as an Appendix, but all essential information should be 
included within the main document. 

 
• Each question from the questionnaire should be stated in upper case (capital) letters.  The 

response should follow in lower case letters.  
 
• Each part of every question must be addressed.  If there is no information available to answer 

the question, state this as your response and describe what you did to attempt to find 
information that would answer the question.  If you think the question is not applicable, state 
this and explain your response. 

 
• When supporting documentation is appropriate, include it as an Appendix.  Appendices 

would be labeled as follows: Each document appended should be lettered in alphabetical 
order.  Pages within each appendix should be numbered sequentially.  For example, the third 
page of the first appendix will be labeled A3, and the fifth page of the second appendix will 
be labeled B5.  References within the main document to information contained in 
Appendices should use these page labels. 

 
• Please read the entire questionnaire before answering any questions so that you will 

understand what information is being requested and how questions relate to each other. 
 
 
Section A:  Applicant Group Identification 
 
This section of the questionnaire is designed to help identify the group seeking regulation and to 
determine if the applicant group adequately represents the occupation. 
 
1. What occupational group is seeking regulation?   Identify by name, address and associational 

affiliation the individuals who should be contacted when communicating with this group 
regarding this application. 

 
2. List all titles currently used by California practitioners of this occupation.  Estimate the total 

number of practitioners now in California and the number using each title. 
 
3. Identify each occupational association or similar organization representing current 

practitioners in California, and estimate its membership.  For each, list the name of any 
associated national group.  
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4. Estimate the percentage of practitioners who support this request for regulation.  Document 

the source of this estimate. 
 
5. Name the applicant group representing the practitioners in this effort to seek regulation.  

How was this group selected to represent practitioners? 
 
6. Are all practitioner groups listed in response to question 2 represented in the organization 

seeking regulation?  If not, why not? 
 
 
Section B:  Consumer Group Identification 
 
This section of the questionnaire is designed to identify consumers who typically seek 
practitioner services and to identify nonapplicant groups with an interest in the proposed 
regulation. 
 
7. Do practitioners typically deal with a specific consumer population?  Are clients generally 

individuals or organizations?  Document. 
 
8. Identify any advocacy groups representing California consumers of this service.  List also the 

name of applicable national advocacy groups. 
 
9. Identify any consumer populations not now using practitioner services likely to do so if 

regulation is approved. 
 
10. Does the applicant group include consumer advocate representation?  If so, document.  If not, 

why not? 
 
11. Name any non-applicant groups opposed to or with an interest in the proposed regulation.  If 

none, indicate efforts made to identify them. 
 
 
Section C:  Sunrise Criteria 
 
This part of the questionnaire is intended to provide a uniform method for obtaining information 
regarding the merits of a request for governmental regulation of an occupation.  The information 
you provide will be used to rate arguments in favor of imposing new regulations (such as 
educational standards, experience requirements, or examinations) to assure occupational 
competence. 

Part C1 – Sunrise Criteria and Questions 
 
The following questions have been designed to allow presentation of data in support of 
application for regulation.  Provide concise and accurate information in the form indicated in the 
Instructions portion of this questionnaire. 
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I. UNREGULATED PRACTICE OF THIS OCCUPATION WILL HARM OR 

ENDANGER THE PUBLIC HEALTH SAFETY AND WELFARE 
 
12. Is there or has there been significant public demand for a regulatory standard?  Document.  If 

not, what is the basis for this application? 
 
13. What is the nature and severity of the harm?  Document the physical, social, intellectual, 

financial or other consequences to the consumer resulting from incompetent practice. 
 
14. How likely is it that harm will occur?  Cite cases or instances of consumer injury.  If none, 

how is harm currently avoided? 
 
15. What provisions of the proposed regulation would preclude consumer injury? 
 
 
II. EXISTING PROTECTIONS AVAILABLE TO THE CONSUMER ARE 

INSUFFICIENT 
 
16. To what extent do consumers currently control their exposure to risk?  How do clients locate 

and select practitioners? 
 
17. Are clients frequently referred to practitioners for services?  Give examples of referral 

patterns. 
 
18. Are clients frequently referred elsewhere by practitioners?  Give examples of referral 

patterns. 
 
19. What sources exist to inform consumers of the risk inherent in incompetent practice and of 

what practitioner behaviors constitute competent performance? 
 
20. What administrative or legal remedies are currently available to redress consumer injury and 

abuse in this field? 
 
21. Are the currently available remedies insufficient or ineffective?  If so, explain why. 
 
 
III.  NO ALTERNATIVES TO REGULATION WILL ADEQUATELY PROTECT THE 

PUBLIC 
 
22. Explain why marketplace factors will not be as effective as governmental regulation in 

ensuring public welfare.  Document specific instances in which market controls have broken 
down or proven ineffective in assuring consumer protection. 
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23. Are there other states in which this occupation is regulated?  If so, identify the states and 

indicate the manner in which consumer protection is ensured in those states.  Provide, as an 
appendix, copies of the regulatory provisions from these states. 

 
24. What means other than governmental regulation have been employed in California to ensure 

consumer health and safety.  Show why the following would be inadequate: 
a. code of ethics 
b. codes of practice enforced by professional associations 
c. dispute-resolution mechanisms such as mediation or arbitration 
d. recourse to current applicable law  
e. regulation of those who employ or supervise practitioners 
f. other measures attempted 

 
25. If a “grandfather” clause (in which current practitioners are exempted from compliance with 

proposed entry standards) has been included in the regulation proposed by the applicant 
group, how is that clause justified?  What safeguards will be provided consumers regarding 
this group? 

 
 
IV.  REGULATION WILL MITIGATE EXISTING PROBLEMS 
 
26. What specific benefits will the public realize if this occupation is regulated?  Indicate clearly 

how the proposed regulation will correct or preclude consumer injury.  Do these benefits go 
beyond freedom from harm?  If so, in what way? 

 
27. Which consumers of practitioner services are most in need of protection?  Which require 

least protection?  Which consumers will benefit most and least from regulation? 
 
28. Provide evidence of “net” benefit when the following possible effects of regulation are 

considered: 
a. restriction of opportunity to practice 
b. restricted supply of practitioners 
c. increased costs of service to consumer 
d. increased governmental intervention in the marketplace. 

 
 
V. PRACTITIONERS OPERATE INDEPENDENTLY, MAKING DECISIONS OF 

CONSEQUENCE 
 
29. To what extent do individual practitioners make professional judgments of consequence?  

What are these judgments?  How frequently do they occur?  What are the consequences?  
Document. 

 
30. To what extent do practitioners work independently (as opposed to working under the 

auspices of an organization, an employer or a supervisor)? 
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31. To what extent do decisions made by the practitioner require a high degree of skill or 

knowledge to avoid harm? 
 
 
VI.  FUNCTIONS AND TASKS OF THE OCCUPATION ARE CLEARLY DEFINED 
 
32. Does the proposed regulatory scheme define a scope of activity which requires licensure, or 

merely prevent the use of a designated job title or occupational description without a license? 
 
33. Describe the important functions, tasks and duties performed by practitioners.  Identify the 

services and/or products provided. 
 
34. Is there a consensus on what activities constitute competent practice of the occupation?  If so, 

state and document.  If not, what is the basis for assessing competence? 
 
35. Are indicators of competent practice listed in response to Question 34 measurable by 

objective standards such as peer review?  Give examples. 
 
36. Specify activities or practices that would suggest that a practitioner is incompetent.  To what 

extent is public harm caused by personal factors such as dishonesty?  Document. 
 
 
VII.  THE OCCUPATION IS CLEARLY DISTINGUISHABLE FROM OTHER 

OCCUPATIONS THAT ARE ALREADY REGULATED 
 
37. What similar occupations have been regulated in California? 
 
38. Describe functions performed by practitioners that differ form those performed by 

occupations listed in Question 37. 
 
39. Indicate the relationships among the groups listed in response to Question 37 and 

practitioners.  Can practitioners be considered a branch of currently regulated occupations? 
 
40. What impact will the requested regulation have upon the authority and scopes of practice of 

currently regulated groups? 
 
41. Are there unregulated occupations performing services similar to those of the group to be 

regulated?  If so, identify. 
 
42. Describe the similarities and differences between practitioners and the groups identified in 

Question 41. 
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VIII.  THE OCCUPATION REQUIRES POSSESSION OF KNOWLEDGES, SKILLS 

AND ABILITIES THAT ARE BOTH TEACHABLE AND TESTABLE 
 
43. Is there a generally accepted core set of knowledges, skills and abilities without which a 

practitioner may cause public harm?  Describe and document. 
 
44. What methods are currently used to define the requisite knowledges, skills and abilities?  

Who is responsible for defining these knowledges, skills and abilities? 
 
45. Are these knowledges, skills and abilities testable?  Is the work of the group sufficiently 

defined that competence could be evaluated by some standard (such as ratings of education, 
experience or exam performance)? 

 
46. List institutions and program titles offering accredited and nonaccredited preparatory 

programs in California.  Estimate the annual number of graduates from each.  If no such 
preparatory programs exist within California, list programs found elsewhere. 

 
47. Apart from the programs listed in Question 46, indicate various methods of acquiring 

requisite knowledge, skill and ability.  Examples may include apprenticeships, internships, 
on-the-job training, individual study, etc. 

 
48. Estimate the percentage of current practitioners trained by each of the routes described in 

Questions 46-47. 
 
49. Does any examination or other measure currently exist to test for functional competence?  If 

so, indicate how and by whom each was constructed and by whom it is currently 
administered.  If not, indicate search efforts to locate such measures. 

 
50. Describe the format and content of each examination listed in Question 49.  Describe the 

sections of each examination.  What competencies is each designed to measure?  How do 
these relate to the knowledges, skills and abilities listed in Question 43? 

 
51. If more than one examination is listed above, which standard do you intend to support?  

Why?  If none of the above, why not, and what do you propose as an alternative? 
 
 
IX.  ECONOMIC IMPACT OF REGULATION IS JUSTIFIED 
 
52. How many people are exposed annually to this occupation?  Will regulation of the 

occupation affect this figure?  If so, in what way? 
 
53. What is the current cost of the service provided?  Estimate the amount of money spent 

annually in California for the services of this group.  How will regulation affect these costs?  
Provide documentation for your answers. 
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54. Outline the major governmental activities you believe will be necessary to appropriately 

regulate practitioners.  Examples may include such program elements as:  qualifications 
evaluation, examination development or administration, enforcement, school accreditation, 
etc. 

 
55. Provide a cost analysis supporting regulatory services to this occupation.  Include costs to 

provide adequate regulatory functions during the first three years following implementation 
of this regulation.  Assure that at least the following have been included:   
a. costs of program administration, including staffing 
b. costs of developing and/or administering examinations 
c. costs of effective enforcement programs 

 
56. How many practitioners are likely to apply each year for certification if this regulation is 

adopted?  If small numbers will apply, how are costs justified? 
 
57. Does adoption of the requested regulation represent the most cost-effective form of 

regulation?  Indicate alternatives considered and costs associated with each. 
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Part C2 – Rating on Sunrise Criteria 
 
Assign each Criterion a numeric rating of 0–5 in the space provided.  The rating should be 
supported by the answers provided to the questions in Part C1.  Scale descriptions are intended 
to give examples of characteristics indicative of ratings. 
 

0_____1_____2_____3_____4_____5 
(Little Need for Regulation) LOW     HIGH (Great Need for 

Regulation) 
 
 
I.  UNREGULATED PRACTICE OF THIS OCCUPATION WILL HARM OR 

ENDANGER THE PUBLIC HEALTH SAFETY AND WELFARE      _____ 
 

low: Regulation sought only by practitioners.  Evidence of harm lacking or remote.  Most 
effects secondary or tertiary.  Little evidence that regulation would correct inequities. 

 
high: Significant public demand.  Patterns of repeated and severe harm, caused directly by 

incompetent practice.  Suggested regulatory pattern deals effectively with inequity.  
Elements of protection from fraudulent activity and deceptive practice are included. 

 
 
II.  EXISTING PROTECTIONS AVAILABLE TO THE CONSUMER ARE 

INSUFFICIENT             _____ 
 

low:   Other regulated groups control access to practitioners.  Existing remedies are in place 
and effective.  Clients are generally groups or organizations with adequate resources to 
seek protection. 

 
high:  Individual clients access practitioners directly.  Current remedies are ineffective or 

nonexistent. 
 
 
III.  NO ALTERNATIVES TO REGULATION WILL ADEQUATELY PROTECT THE 

PUBLIC              _____ 
 

low:  No alternatives considered.  Practice unregulated in most other states.  Current system 
for handling abuses adequate. 

 
high:  Exhaustive search of alternatives finds them lacking.  Practice regulated elsewhere.  

Current system ineffective or nonexistent. 
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IV.  REGULATION WILL MITIGATE EXISTING PROBLEMS       _____ 
 

low:  Little or no evidence of public benefit from regulation.  Case not demonstrated that 
regulation precludes harm.  Net benefit does not indicate need for regulation. 

 
high:  Little or no doubt that regulation will ensure consumer protection.  Greatest protection 

provided to those who are least able to protect themselves.  Regulation likely to 
eliminate currently existing problems.   

 
 
V.  PRACTITIONERS OPERATE INDEPENDENTLY, MAKING DECISIONS OF 

CONSEQUENCE            _____ 
 

low:  Practitioners operate under the supervision of another regulated profession or under the 
auspices of an organization which may be held responsible for services provided.  
Decisions made by practitioners are of little consequence. 

 
high:  Practitioners have little or no supervision.  Decisions made by practitioners are of 

consequence, directly affecting important consumer concerns. 
 
 
VI.  FUNCTIONS AND TASKS OF THE OCCUPATION ARE CLEARLY DEFINED 

 _____ 
 
low:  Definition of competent practice unclear or very subjective.  Consensus does not exist 

regarding appropriate functions and measures of competence. 
 
high:  Important occupational functions are clearly defined, with quantifiable measures of 

successful practice.  High degree of agreement regarding appropriate functions and 
measures of competence. 

 
 
VII.  THE OCCUPATION IS CLEARLY DISTINGUISHABLE FROM OTHER 

OCCUPATIONS THAT ARE ALREADY REGULATED       _____ 
 

low:  High degree of overlap with currently regulated occupations.  Little information given 
regarding the relationships among similar occupations. 

 
high:  Important occupational functions clearly different from those of currently regulated 

occupations.  Similar non-regulated groups do not perform critical functions included 
in this occupation’s practice. 

 
 
VIII.  THE OCCUPATION REQUIRES POSSESSION OF KNOWLEDGES, SKILLS 

AND ABILITIES THAT ARE BOTH TEACHABLE AND TESTABLE     _____ 
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low:  Required knowledge undefined.  Preparatory programs limited in scope and 
availability.  Low degree of required knowledge or training.  Current standard 
sufficient to measure competence without regulation.  Required skill subjectively 
determined; not teachable and/or not testable. 

 
high:  Required knowledges clearly defined.  Measures of competence both objective and 

testable.  Incompetent practice defined by lack of knowledge, skill or ability.  No 
current standard effectively used to protect public interest. 

 
 
IX.  ECONOMIC IMPACT OF REGULATION IS JUSTIFIED      _____ 
 

low:  Economic impact not fully considered.  Dollar and staffing cost estimates inaccurate or 
poorly done. 

 
high:  Full analysis of all costs indicate net benefit of regulation is in the public interest. 

 





State of California Department of Consumer Affairs
 

Memorandum 
 
To: Ad-hoc Committee on PBM Regulation  Date:  July 31, 2003 
    
    
From: Paul Riches   
 Legislative Analyst   
    
Subject: Possible Elements of PBM Regulation In California   

 
This memo will lay out possible elements of pharmacy benefit manager (PBM) 
regulation in California.  These elements have been derived from three principal 
documents [NCPA Model Law on PBMs, NAIC Draft Model Law on Formulary 
Development, and a recently enacted Maine statute that imposes disclosure 
requirements on PBMs].  In addition, these elements draw on testimony and comment 
provided at the meetings of the Ad-hoc Committee (committee) on PBM Regulation 
and during discussions in board meetings.   
 
The existing model statutes are difficult to apply directly to California for a number of 
reasons.  First, California is unique in establishing a separate state agency (the 
Department of Managed Healthcare) for regulating health maintenance organizations 
(HMOs).  Other states generally vest this authority with the state insurance 
commissioner.  Because some limited number of lives are covered through insurance 
plans regulated by the Department of Insurance, drafting a statute for PBMs, which 
serve both HMOs and insurers, presents knotty jurisdictional questions.  Second, health 
benefits provided by HMOs are subject to a detailed statutory scheme of regulation (the 
Knox-Keene Act) which is more extensive than that in other states.  Accordingly, any 
proposal to regulate PBMs in California will require the development of a unique 
legislative proposal.  Such a proposal may well draw conceptual support from these 
other documents, but the details of how to draft and implement such a proposal will 
necessarily be specific to California’s existing law and the harm that regulation will 
prevent or ameliorate. 
 
The committee continues to seek a clear definition of the purpose of a proposed 
regulation, but a number of issues have been raised that permit a rough sketch of 
potential regulatory proposals.  This memo is intended to help focus the committee’s 
discussion on potential regulation.  The inclusion of any element in this memo should 
not be construed as a recommendation from staff for its inclusion in any final proposal.  
By the same token, the exclusion of any element from this memo should not be taken as 
a recommendation from staff to exclude it from consideration by the committee for 
inclusion in a final proposal.  Each element should be considered individually, and the 
committee should demonstrate a clear connection between that element and a real or 
reasonably probable future harm that it can prevent or ameliorate before including the 
element in any final proposal.   



The committee still faces the threshold question of whether the regulation of PBMs is 
necessary to protect the public which should be addressed by the responses to the 
Sunrise questionnaire.  This memo assumes, for the purposes of discussion, an 
affirmative answer to that threshold question.   
   
Possible Elements 
 
1.  Jurisdiction – A key aspect of any regulatory proposal is determining which agency 
(either existing or newly created for the purpose) should assume the responsibility for 
administering and enforcing the new regulatory scheme.  A number of existing agencies 
come to mind as possibilities for regulating PBMs.  However, the ultimate 
determination will likely be tightly linked to nature of the regulatory scheme (licensure, 
disclosure, business practice controls, etc.) and the missions of the relevant agencies.  
The following are potential agencies and a brief description of their regulatory purpose: 
 
 Department of Managed Health Care  

  Mission Statement:  
 

The people of the Department of Managed Health Care work toward an accountable 
and viable managed care delivery system that promotes healthier Californians.  
Through leadership and partnership the department shares responsibility with 
everyone in managed care to ensure aggressive prevention and high quality health 
care as well as improved overall efficiency, including the reduction of "papeleo" 
(burdensome paperwork).  

 
 Department of Insurance 
 Description of DOI: 
 

Insurance is a $80 billion-a-year industry in California. Overseeing the industry and 
protecting the state's insurance consumers is the responsibility of the California 
Department of Insurance (CDI). The CDI regulates, investigates and audits 
insurance business to ensure that companies remain solvent and meet their 
obligations to insurance policyholders.  As administrator, the Commissioner enforces 
the laws of the California Insurance Code and promulgates regulations to implement 
these laws.  The Commissioner issues certificates of authority to insurance and title 
companies seeking admittance into the California market; and licenses agents, 
brokers, solicitors and bail bonds agents domiciled in the state.  CDI's  statewide 
toll-free hotline, serves as an information clearinghouse for consumers with 
insurance-related questions or problems. The unit, staffed by insurance experts, 
provides immediate assistance to callers whenever possible.  The CDI responds to 
thousands of consumer request for assistance complaints received each month. 
Acting on these requests, the department protects consumers by investigating and 
prosecuting companies and licensees accused of insurance code violations, including 
fraud.  
 

Department of Consumer Affairs 
Mission Statement: 
 



To promote and protect the interests of California consumers by: 
• Serving as guardian and advocate for their health, safety, privacy, and 
economic well being.  
• Enhancing public participation in regulatory decision-making. 
• Promoting legal and ethical standards of professional conduct. 
• Identifying marketplace trends so that the Department’s programs and policies are 
contemporary, relevant, and responsive. 
• Partnering with business and consumer groups in California and the nation. 
• Working with law enforcement to combat fraud and enforce consumer protection 
laws vigorously and fairly. 

 
Board of Pharmacy 
Mission Statement: 
 

The Board of Pharmacy protects and promotes the health and safety of Californians 
by pursuing the highest quality of pharmacist’s care through education, 
communication, licensing, legislation, regulation, and enforcement. 

 
Department of Health Services 
Mission Statement: 
 

The mission of the California Department of Health Services (CDHS) is to protect 
and improve the health of all Californians. 

 
Medical Board of California 
Mission Statement: 

 
The mission of the Medical Board of California is to protect healthcare consumers 
through proper licensing and regulation of physicians and surgeons and certain 
allied healthcare professions and through the vigorous, objective enforcement of the 
Medical Practice Act. 

 
Managed Risk Medical Insurance Board 
Mission Statement: 

 
MRMIB is dedicated to improving the health of Californians by increasing access to 
affordable, comprehensive and quality health care coverage 

 
2.  Nature of Regulation – Depending on the nature of the harm that regulation seeks 
to prevent or ameliorate, the particular nature of such regulation may take a number of 
different forms.  For instance, the board regulates principally through its program of 
licensure and enforcement actions related to that licensure program.  Other avenues 
include: mandated disclosure (i.e., sunshine laws), direct regulation (inspection and 
enforcement), creation of a private right of action for violations, or any blend of the 
above or other approaches. 
 
3.  Formulary Development – A key aspect of PBM practice is the development, 
maintenance, and implementation of drug formularies.  One potential avenue of 



regulation is to specify who may participate in this activity, define the process such 
activity must follow, and specify the criteria by which formulary decisions must be 
judged.  The NAIC draft model law provides an extensive framework for the regulation 
of this aspect of PBM practice. 
 
4.  Patient Protections – Patient protection could take many forms from mandated 
disclosure of formulary information, reimbursement requirements to establishing rights 
of appeal or appeal processes.  Again, the nature of the protections provided should be 
narrowly tailored to address problem once it is defined. 
 
5.  Disclosure – Much time and attention has been devoted to potential financial 
conflicts of interest that PBMs may encounter.  Establishing a program of financial 
disclosure to either or both the contracting health plan or the patient has been proposed.  
In fact, such a scheme of regulation was recently enacted by Maine. 
 
6.  Funding – Proposed regulation of PBMs would require the creation of a funding 
source to support the administration and enforcement of any new requirements.  The 
committee should identify a funding source sufficient to provide meaningful 
administration and enforcement of any scheme of regulation it proposes. 
 
 
































































































